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PHYSICIANS’ DESK RE

Florone E—Cont.

ERDOSAGE
sopically applied corticosteroids can be absorbed in suffi-
cient ts to prod ic effects: (See PRECAU-
TIONS.)
DOSAGE AND ADMINISTRATION
fiorene E Emollient Creara should be applied to the affected
areas a8 a thin film from one to three times daily dependi

e proguce ¥

Once absorbed through the skin, topical corticosteroids are
handled through pharmacokinetic pathways similar to sys-
temicaily administered. corticosteroids. Corticostercids are
bound to plasma proteins in varying degrees. Corticoster-
oids are metabolized primarily in the liver and are then ex-
creted by the kidneys. Some of the topical corticosteroids
and their metabolites are also excreted into the bile.

INDICATIONS AND USAGE ,
‘Topical corticosteroids are indicated for the relief of the in-

on the severity or resistant nature of the condition.
Occlusive dressings may be used for the management of
puoriasis or reealcitrant conditions. ) i

If an infection develops, the use of occlugive dressings
should be discontinued and appropriate antimicrobial ther-
apy initiated. .

HOW SUPPLIED
florone E Emollient Cream is available in the following size
tubes:

15 gram NDC 0066-0072-17

30 gram NDC 0066-0072-31

80 gram NDC 0066-0072-60

Store at controlled room temperature, 20° to 25° C.(68° to
77 F) {see USPL

Caution: Federal law prohibits dispensing without prescrip-
tion.

Manufactured by

Pharmacia & Upjohn Company

Kalamazoo, MI, USA 49001

For

Dermik Laboratories, Inc.

A Rhéne-Poulenc Rorer Company

Collegeville, PA, USA 19426

Revised June 1996

.
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HYTONE® B
[hi-tdne}

{hydrocortisone}

Cream, Lotion

DESCRIPTION

Each gram of Hytone® (hydrocortisone) Cream 2 Y,% con-
tains 25 mg of hydrocortisone in a water-washable base of
purified water, propylene glycol, glyceryl monostearate SE,
cholesterol and related sterols, isopropyl myristate, polysor-
bate 60, cetyl alcohol, sorbitan monostearate, polyoxyl 40
stearate and sorbic acid. .
Bach mL of Hytone (hydrocortisone) Lotion 2 Y,% contains
25 mg of hydrocortisone in a vehicle consisting of carbomer
940, propylene glycol, polysorbate 40, propylene glycel stea-
rate, cholesterol and related sterols, isopropyl myristate,
sorbitan palmitate, cetyl alcohol, triethanolamine, sorbic
acid, simethicone, and purified water. ,
Chemically, hydrocortisone  is [Pregn-4-ene-3,20-dione,
11,17,21- trihydroxy-, (118)-] with the molecular formula
(Cy1HyoOp) and is represented by the following structural
formula:

Tts molecular weight is 362.47 and its CAS Registry Num-
ber is 50-23-7. The topical corticosteroids, including hydro-
cortisone, constitute a class of primarily synthetic steroids
used as anti-inflammatory and antipruritic agents.
CLINICAL PHARMACOLOGY

Topical corticosteroids share anti-inflammatory, antipru-
ritie, and vasoconstrictive actions. The mechanism of anti-
inflammatory activity of the topical corticostercids is un-
elear. Various laboratory methods, including vasoconstrictor
assays, are used to compare and predict potencies and/or
elinical efficacies of the topical corticosteroids. There is some
evidence to suggest that a recognizable correlation exists
between vasoconstrictor potency and therapeutic efficacy in
man,

Pharmacokinetics: The extent of percutaneous absorption of
topical corticosteroids is determined by many factors includ-
ing the vehicle, the integrity of the epidermal barrier, and
the use of occlusive dressings.

Topieal corticosteroids can be absorbed from normal intact
skin. Inflammation and/or other disease processes in the
skin increase percutaneous absorption. Occlusive dressings
substantislly increase the percutaneous absorption of topi-
cal corticosteroids. Thus, occlusive dressings may be a valu-
able therapeutic adjunct for treatment of resistant derma-
toses.

(See DOSAGE AND ADMINISTRATION.)
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~Therefore, patients receiving a large dose of a potent t pi

tory and pruritic manifestations of corticosteroid-
respongive dermatoses.

CONTRAINDICATIONS

Topical corticosteroids are contraindicated in those patients
with a history of hypersensitivity to any of the components
of the preparation.

PRECAUTIONS .

General: Systemic absorption of topical corticosteroids has
produced reversible hypothalamic-pituitary-adrenal (HPA)
axis suppression, manifestations of Cushing’s gyndrome, hy-
perglycemia, and glucosuria in some patients.

Conditions which augment systemic absorption include the
application of the more potent steroids, use over large Sur-
face areas, prolonged use, and the addition of occlusive
dressings.

1

Pediatric Use: Pediatric patients may demo
susceptibility to topical corticosteroid-ind
suppression and Cushing’s syndrome thanp
because of a larger skin surface area o bod
Hypothalamic-pituitary-adrenal (HPA) axi
Cushing’s syndrome, and intracranial hyp
been reported in pediatric patients receiv

tefoid ifestations of adrenal suppresst
ric patients include linear growth retardst
weight gain, low plasma cortisol levels, and
sponse to ACTH stimulation. Manifestationsof
hypertension include bulging fontanelles, he
bilateral papillederna.
Administration of topical eorticostereids ¢
tients should be limited to the least amount o
an effective therapeutic regimen. Chronic ¢
therapy may interfere with the growth and
pediatric patients.
ADVERSE REACTIONS
The following local adverse reactions are
quently with topical corticostercids, but may
guently with the use of acclusive dressings.
are listed in an approximate decreasing order’
burning, itching, irritation, dryness, folliculi
osis, acneiform erupti hypopigmentation;
matitis, allergic contact dermatitis, macerati

PR
b4

steroid applied to a large surface area or under an occlusive
dressing should be evaluated periodically for evidence of
HPA axis suppression by using the urinary free cortisol and
ACTH stimulation tests. If HPA axis suppression is noted,
an attempt should be made to withdraw the drug, to reduce
the frequency of application, or to substitute a iess polent
steroid.

Recovery of HPA axis function is generaily prompt and com-
plete upon discontinuation of the drag. Infrequently, signs
and symptoms of steroid withdrawal may occur, requiring
suppl tal sy ; NN

Children may absorb proportionally larger amounts of top-
jcal corticosteroids and thus be more susceptible to systemic
toxicity (see Pediatric Use).

If irritation develops, topical corticosteroids should be dis-
continued and appropriate therapy instituted.

In the presence of dermatological infections, the use of an
appropriate antifungal or antibacterial agent should be in-

stituted. If § favorable response does net occur promptly, the |

corticosteroid should be discontinued until the infection has
been adequately controlled,

information for the Patient: Patients using topical corticos-
teroids should receive the following information arnd in-
structions:

tion, skin atrophy, striae, and

OVERDOSAGE
Topically applied corticosteroids cen be abs
cient amounts to produce systemic effects
TIONS).
DOSAGE AND ADMINISTRATION
Topical corti idg are g Hy
area ag a thin flm from two to four times d
on the severity of the condition, Qeclusive
used for the management of psoriasis or recal
tions.
If an infection develops, the use of occly
should be discontinued and appropriate anti
apy instituted. .
HOW SUPPLIED
Cream-2 ,% Tube 1 OZ NDC 0066-0095-01

2 Y,% Tabe 2 0Z NDC 0066-0095-02
Lotion-2 ¥;% bottle 2 FL OZ NDC 0066-0088
Caution: Federal law prohibits dispensing wi
tion.
Keep out of the reach of children.
Marketed by
Dermik Laborataries, nc.

1. This medication is to be used as directed by the physician.
Tt is for external use only. Avoid contact with the eyes.
2. Patients should be advised not to use this medication for

any disorder other than for which it was preseribed.

3. The treated skin area should not be bandaged or other-
wise covered or wrapped as to be occlusive unleés dirvected
by the physician. '

4, Patients should report any signs of local adverse reac-
tions, especially under occlusive dressing.

5. Parents of pediatric patients should be advised not fo use
tight-fitting diapers or plastic pants on a child being
treated in the diaper area, as these garments may consti-
tute occlusive dressings.

Laboratory Tests: The following tests may be helpful in
evaluating the HPA axis suppression:
Urinary free cortisol test
ACTH stimulation test
Carci M is and Impairment of Fertility:
Long-term animal studies have not been performed to eval-
uate the carcinogenic potential or the effect on fertility of
topical corticosteroids.
Studies to determine mutagenicity with prednisolone and
hydrocortisone have revealed negative resuits.
Pregnancy: Teratogenic Effects: Preg y Category C: Cor-
ticosteroids are generally teratogenic in Jaboratory animals
when administered systemically at relatively low dosage
levels. The more potent corticosteroids have been shown to
be teratogenic affer dermal application in laboratery ani-
mals. There are no adequate and well-controlled studies in
pregnant women on teratogenic effects from topically ap-
plied corticosteroids. Therefore, topical corticosteroide
should be used during pregnancy only if the potential ben-
efit justifies the potential risk to the fetus. Drugs of this
class should not be used extensively on pregnant patients,
in large amounts, or for prolonged periods of time.

Nursing Mothers: It is not known whether topical adminis-

tration of corticostercids could result in sufficient systemic

absorption to produce detectable quantities in breast milk.

Systemically administered corticostercids are secreted into

breast milk in quantities not likely to have a deleterions ef-

feet on the infant. Nevertheless, caution should be exercised

e and

when topical corticosteroids are administered to a nursing
woman.
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HYTONE®
[hi-tone]
{hydrocortisone}
Cintment

DESCRIPTION
The topical corticosteroids constitute a cla
synthetic steroids used as anti-inflammato:
ritic agents. Hytone® 2%/,% (hydrocortisone
contains Hydrocortisone [Pregn«i»ane«.‘i‘ﬂ&é
trihydroxy-,(118)], with the molecular for
and 2 molecular weight of 362.47. CAS 50+
of the ointment contains 25 mg of hydrocor
of white petrolatum and mineral oil.
CLINICAL PHARMACOLOGY ey
Topical corticosteroids share anti-inflammd
ritie, and vasoconstrictive actions.

The mechanism of anti-inflamumatory a¢
corticosteroids is unclear. Various laboral
cluding vasoconsirictor assays, are ¥
predict potencies and/or clinical efficacie
tieosteroids. There is some evidence to suggts
nizable correlation exists between vasotod
and therapeutic efficacy in man.
Pharmacokinetics: The extent of percutaned™s
topical corticosteroids is determined by man¥ 3
ing the vehicle, the integrity of the epidermé
the use of occlusive dressings. :
Topical cortieosteroids can be absorbed: fro
skin. Inflammation and/or other disease P
gkin increase percutaneous absorption.
substantially increase the percutaneots,
,ea! cort teroid T‘hus’, Tusi &r&sﬁ}ﬂgﬁ ;
able therapeutic adjunct for treatment
toses. (See DOSAGE AND ADMINISEN
Once absorbed through the skin, 30??‘55‘{ &
bandled through pharmacokinetic path¥

temically administered corticosteroids. 0




